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Remarks: 

Claims 3 and 18-50 are pending and all were rejected, under 35 USC § 103(a) in the 
Office Action of July 5, 2007. According to the statement of rejection, the subject matter of 
applicant's claims, as then pending, would have been obvious in view of US Patents 7,034,013- 
Thompson and 6,383,471-Chen et al. 

Applicants herewith amend all of their independent claims (claims 3, 18 and 30) to 
better distinguish over the Thompson reference and thereby to obviate the obviousness 
rejection. Applicants also herewith amend claim 32 to correct an obvious misspelling. 

Chen et al provides no teaching whatsoever which would have led one skilled in the art 
to select specific combinations of excipients, as claimed herein, which, with propofol, would 
result in an aqueous, lipid-free formulation suitable for administration as an anesthetic to a 
human or veterinary patient. Nor would one have been led, by Chen et al, to predict such a 
combination or to have expected the useful products claimed herein. 

Thompson et al discloses a propofol formulation, said to be an injectable aqueous 
solution. Critical to this formulation, however, is the inclusion of substantial amounts of a 
sulfoalkyl ether cyclodextrin. While Thompson et al coincidentally disclose the possible 
inclusion, in their formulations of surfactants and other additives, there is no suggestion 
whatsoever that an injectable aqueous propofol formulation may be produced in the absence of 
a sulfoalkyl ether cyclodextrin. 

Moreover, a significant amount of sulfoalkyl ether cyclodextrin is required. As stated in 
the Thompson et al patent (col. 15, lines 9-19), 

"To raise the aqueous concentration of propofol from its solubility of 0.15 mg/mL to the 
required formulation concentration of 10 mg/mL requires a 15% w/v solution of 
CAPTISOL® cyclodextrin. Allowing for a 10% deviation (as might occur during 
manufacture) in either CAPTISOL® cyclodextrin or propofol concentration generally 
requires a CAPTISOL® cyclodextrin concentration of approximately 18-20% w/v. This 
concentration will maintain the propofol in solution under the anticipated extremes of 
environmental and manufacturing conditions." 

CAPTISOL® is the trademark for a sulfobutyl ether cyclodextrin. (Thompson et al, col. 6, 
lines 58-63) 

In contradistinction, applicants' invention is limited, with the present amendment of all 
independent claims, to compositions which include no more than 5% sulfoalkyl ether 
cyclodextrin. This limitation is specifically described in applicants' specification in the paragraph 
beginning at page 9, line 18, specifically in that part of the paragraph at page 20, lines 8 to 20, 
wherein the limitation of sulfoalkyl ether cyclodextrin is explicitly recited in lines 19 and 20. 

Under these circumstances, applicants respectfully submit that it would not have been 
obvious to produce an injectable aqueous solution, as disclosed herein, with less than 5% 
sulfoalkyl ether cyclodextrin, on the basis of prior art (Thompson et al) which suggests a 
solution having none of the components critical to applicants' solution and includes a 
component in an amount on the order of three times that permitted in applicants' claimed 
solution. Thompson et al therefore fails as a reference which would have led one to applicant's 
invention or which would have led one to predict or expect the results achieved by applicants. 
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Chen et al. as discussed above, are totally silent as to any possible extension of the 
information disclosed therein to the production of an injectable aqueous solution of propofol. It 
therefore fails to rectify the shortcomings of Thompson et al. and collectively with Thompson et 
al fails to provide a basis for concluding that applicants' claimed invention would have been 
obvious. 

Applicants therefore urge that their claims, as amended, have not been shown to be 
obvious and should be allowed, which action is earnestly solicited. The examiners handling this 
application are respectfully requested to call applicants' undersigned attorneys if it appears that 
this would expedite prosecution and allowance of this application. 




Paul F. Prestia, Reg. No. 23,031 
Phillip E. Gonzalez, Reg. No. 55,213 
Attorney for Applicants 



PFP/snp 

Dated: October 4, 2007 



P.O. Box 980 

Valley Forge, PA 19482 

(610) 407-0700 

The Director is hereby authorized to charge 
or credit Deposit Account No. 18-0350 for 
any additional fees, or any underpayment or 
credit for overpayment in connection 
herewith. 



I hereby certify that this correspondence is being deposited 
with the United States Postal Service as first class mail, 
with sufficient postage, in an envelope addressed to: 
Commissioner for Patents, P.O. Box 1450, Alexandria, VA 
22313-1450 on: October 4, 2007 
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